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Section IX SEP 26 200
Summary of Safety and Effectiveness
{Prepared on July 7, 2011)

Pursuant to §513(i)(3)(A) of the Food, Drug, and Cosmetic Act, Tepha, Inc. is submitting the following
summary of information respecting safety and effectiveness:

Trade Name: TephaFLEX® Mesh
Sponsor: Tepha, Inc.

99 Hayden Avenue, Suite 360
Lexington, MA 02421

Contact Person: Mary P. LeGraw, V.P., Regulatory Affairs
Device Classification Name: CFR §878.3300
Surgical Mesh
Classification: According to Section 13 of the Federal Food, Drug and Cosmetic Act, the

device classification is Class Il, Performance Standards.

Predicate Devices: TephaFLEX® Surgical Mesh
TephaFLEX® Composite Mesh
SupraMESH EXTRA™

Device Description: The TephaFLEX mesh is a resorbable mesh prepared from poly-4-
hydroxybutyrate (P4HB). The mesh is prepared from undyed, size 5-0
monofilament P4HB fiber that is knitted into a surgical mesh. It is
provided in single sheets of varying widths and lengths and may be cut to
the shape or size desired for a specific application.

Indications for Use TephaFLEX mesh is intended to reinforce soft tissue where weakness
exists in patients requiring soft tissue repair or reinforcement in plastic
and reconstructive surgery, or for the repair of hernia or other fascial
defects that require the addition of a reinforcing or bridging material to
obtain the desire surgicat resuit.

Safety and Performance: Mechanical and in vivo animal testing was performed based on
recommendations identified in the FDA surgical mesh guidance
document: The Guidance for the Preparation of a Pre-market Notification
Application for a Surgical Mesh. Specifically, comparative burst strength,
suture puil-out strength, tensile strength and tear resistance strength was
characterized. In vivo strength retention was characterized via a
subcutaneous implantation study. The mechanical and in vivo data
coltected determined the mesh to be substantially equivalent to the
predicate devices.

Conclusion: : Based on the indications for use, technological characteristics, and safety
and performance testing, the TephaFLEX mesh has been shown to be
substantially equivalent to predicate devices under the Federal Food,
Drug and Cosmetic Act.
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Tepha, [ne,

Yo Ms. Mary P, LeGraw

VP, Regulatory Allairs

99 Favden Avenue, Suite 300
Lexington, Massachusetts 02421

Re: K111946 ) R
Trade/Device Name: TephaFLEX" Mesh off 1w
Regulation Number: 21 CFR 8§78.3300
Regulation Name: Surgical mesh
Regulatory Class: |l
Product Code: OOD
Dated: September 1, 2011
Received: September 2, 2011

Dear Ms. LeGraw:

We have reviewed your Section 310(k) premarket notification of intent to markel the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) Lo tegally marketed predicate devices marketed in interstate
commerce prior o May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federat Food, Drug,
and Cosmetic Act (Act) thar do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

[T your device is classified (see above) into either class 1 (Special Controls) or class 111 (PMA), 1t
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a deiermination that yvour device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited 10: registration and listing (21
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CI'R Part 807); labeling (21 CFR PPart 801); medical device reporting (reporting o medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality sysiems {(QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Scctions 531-342 of the Ac); 21 CFR 1000-1050,

[T you desire specilic advice for your device on our labeling regulation (21 CFR Part 801}, please
go o htpwww fda.gov/Abow " DA/CentersO Mices/CORH/CDR MO Mices/uem 115809 hun lor
the Center for Devices and Radiological Health’s (CDRIs) Oftice of Compliance. Also, please
note the regulation entitled, "Misbranding by reference 1o premarket notilication” {Z1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please ¢o 1o

hitpa/fwway fda voviMedical Devices/Safety/ReportaProblem/de faul.hum for the CDRH’s Othice
ol Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manulacturers, International and Consumer Assistance at ils toll-free number
{(800) 638-2041 or (301) 796-7100 or at its Inernet address

hitp://wwy fda.gov/iMedical Devices/Resourcesfor You/Industrv/de (aul t.hum.

Sincerely yours,

_ff;/ Mark N. Melkerson
Director
Division of Surgical, Orthopedic
and Restorative Devices
Office of Device BEvaluation
Center for Devices and
Radiclogical Health

Enclosure



Indications for Use

§10(k) Number (if known): unknown U] 194¢

Device Name: TephaFLEX® Mesh

Indications for Use: |

The TephaFLEX® mesh is intended to reinforce soft tissue where weakness exists in
patients undergoing plastic and reconstructive surgery, or for the repair of hernia or other

fascial defects that require the addition of a reinforcing or bridging material to obtain the
desire surgical result.

Prescription Use: X AND/OR Over-The-Counter
(21 CFR 801 Subpart D) {21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (OIf)E)
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Division of Surgical, Orthopedic,
and Restorative Devices
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